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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 6-11. 17-18. 21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 6-11. 17-18. 21 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 
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2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 6-11, 17-18 and 21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 6: The phrase "the identical gene specific customized assay kits" lacks antecedent 

basis. 

Claims 7-11, 17-18 and 21: Depend on claim 6. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 6-11, 17-18 and 21 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claim 6: Claim 6 has been amended to recite two features which are not found or 
otherwise suggested within the original disclosure. These are: 

(1) "identical gene specific customized assay kits"; 

(2) "whereby a positional shift of a spot in a new image spot pattern during such pattern 
overlay can be detected". 
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The original disclosure does not appear to contain support for these features, and thus 
they are considered to be new matter. 

Claims 7-1 L 17-18 and 21: Depend from claim 6. 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 35 1(a) shall have the effect under this subsection of a national application published under section 122(b) 
only if the international application designating the United States was published under Article 21(2)(a) of such 
treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes of this 
subsection based on the filing of an international application filed under the treaty defined in section 35 1(a). 

Claims 6-1 1, 17-18 and 21 are rejected under 35 U.S.C. 102(e) as being anticipated by 
, Bassett, Jr. et al. (U.S. Patent 6,453,241). 

Claim 6: FIG. 6 discloses the generation of an image derived from the analysis of genes 
or proteins. The image is a pattern of spots. The pattern is gene specific (see FIG. 6 where the 
pattern is specific to a particular gene name). The image may be derived from a polymerase 
chain reaction that involves an electrophoresis separation, typically occurring a gel (col 7, lines 
61-65). A scanning device scans the image and stores the scan in a database (106). As seen in 
FIG. 1, multiple users (108, 1 16) can input the spot patterns into the database. Multiple users can 
retrieve the data from the database as well (col. 19, lines 16-17). The individual spot images are 
of standard size (FIG. 6) and follow a standard protocol for contrasting the spots (the spot is 
green or red, col. 4, lines 24-39). Col 20, lines 22-39 outline the steps of taking individual spots 
and comparing them by the usage of data viewers. 
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Any equipment used in a laboratory to achieve the electrophoresis described at col. 7, 
lines 61-66 reads as a customized kit for identifying genes. Also note applicant's statement on 
page 7, line 10 of the specification, where applicant states: "Apart from the resulting spot pattern 
images displayed on the gel the details of such PCR-electrophoresis operations form no part of 
the novelty of the present invention " 

Claim 7: Electrophoresis equipment is customized for identifying genes. Without any 
description as to how the kit is customized, the claim reads on any electrophoresis equipment. 
Also not applicant's statement on page 7, line 10, of the specification. 

Claim 8: Any electrophoresis equipment can be used for identifying unknown genes. 

Claim 9: The image comparison permitted by the system of Bassett, Jr. et al. can assist in 
the identification of mutations (col. 42, lines 22-24). 

Claim 10: The system of Bassett, Jr. et al. permits the evaluation of specific drug 
candidates on cells, thus aiding in identifying target cells affected by these drugs (col. 24, lines 
60-62). 

Claim 11: Col. 19, lines 13-21 describe the access of the database (or databases) by 
external researchers. Since the system is available over the Internet (112 in FIG. 1), the 
information in the databases has a global reach. 

Claim 17: Col. 19, lines 13-21 describe the presence of other databases maintained by 
other research entities, which read as "protein databases", since they also contain the same 
biological response data as the database (106). The "biological response software" (304) reads 
as the "protein modeling software" since the biological response, such as the pattern of dots in 
FIG. 2, provides a visualization model of gene based or protein based materials. 
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Claims 18: Col 19, lines 13-21 describe other genomic references in the form of other 
research entities, "biological response software" that reads as "protein modeling software" and 
other databases (col. 19, line 14 in particular). 

Claims 21: Each of the images are the same two dimensional color images. The images 
are thus standardized (they all have the same 2-D color format) and the standard dictates the size 
(two dimensions), position (within the two-dimensional image) and contrast (full color images). 

Remarks 

Applicant's arguments and amendments have been considered. 

Applicant's arguments are primarily directed to the features set forth in the last six lines 
of claim 6. The features which have been amended to these lines of claim 6 are found to be new 
matter, and not found to have support in the original specification. With the exception of these 
new matter features, claim 6 has otherwise been written , in independent form, utilizing the 
previously addressed limitations from claims 2 and 6. 

Even if, for the sake of consideration, it were assumed that the features set forth in the 
last six lines of claim 6 were found to be supported, it is not believed that patentability could be 
established for these features. Applicant explicitly stated in the disclosure that the spot pattern 
images displayed in the gel and the details of the PCR electrophoresis operations form no part of 
the novelty of the present invention (page 7, line 10 of the specification). Given this assertion, it 
is not believed that patentability can be established by further claiming details of the spot pattern 
images or details of the PCR electrophoresis operations in claim 6. 

This action follows a Request for Continued Examination and is made non-final. 
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Any inquiry concerning this communication should be directed to Sam Rimell at 
telephone number (571) 272-4084. 




Sam Rimell 
Primary Examiner 
Art Unit 2175 



